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(54) R/lethod and apparatus for biventricular stimulation and capture monitoring 



(57) A multi-chamber stimulation device and i 
dated method reliably and automatically verify capture 
during cardiac stimulation. The stimulation device 
achieves efficient synchronous biventricular stimulation 
by using cross-chamber electrode configurations to 
minimize pacing energy requirements, and further 
achieves reliable capture detection by using cross- 
chamber sensing electrode configurations to minimize 
the effect of lead polarization. During cross-chamber 
stimulation, a biphasic pulse, a balanced monophasic 
pulse, or a biventricular pacing pulse may be delivered. 
By delivering a biventricular pacing pulse, a larger po- 
tential difference is established across the ventricles, 
Improving the recruitment of Puridnje fibers and other 
conductive elements of the cardiac tissue, thus enhanc- 
ing conduction of the stimulating pulses through the car- 
diac tissue. 
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Description 

[0001] This invention relates generally to a programmable cardiac stimulation device and an associated method for 
automatically monitoring capture following delivery of a pacing pulse. More specifically the present Invention relates 
5 to a biventricular stimulation device In which cross-chamber stimulation €md sensing is perfonmed providing effective, 
synchronous biventricular pacing and reliable capture detection. 

[0002] In the normai human heart, the sinus node, generally located near the junction of the superior vena cava and 
the right atrium, constitutes the primary natural pacemaker initiating rtiythmte electrical excitation. The cardiac impulse 
arising from the sinus node is transmitted to the two atrial chambers which In turn contract, pumping blood from those 

10 chambers into the respective ventricular chambers. The excitation impulse is further transmitted to the ventricles 
through the atrioventricular (A-V) node, and via a conduction system comprising the bundle of His, or common bundle, 
the right and left bundle branches, and the Puridnje fibers. In response, the ventricles contract, the right ventricle 
pumping unoxygenated blood through the pulmonary artery to the iungs and the left ventricle pumping oxygenated 
blood through the aorta and arterial tree throughout the body. 

15 [0003] Disruption of this natural pacing and conduction system as a result of aging or disease is often successfully 
treated by artificial cardiac pacing using an implantable pulse generator, from which rtiythmic electrical pulses are 
applied to the heart at a desired rate. One or more heart chambers may be electrically paced depending on the location 
and severity of the conduction disorder. Recent clinical evidence is revealing that patients suffering from cardiac dis- 
eases which affect the contractility of the heart muscle tissue rather than the conduction pathways, generally icnown 

20 as congestive heart failure, can also benefit from cardiac pacing. In such patients, pacing in the atria and ventricles 
effectively resynchronlzes heart chamber contractions thereby improving hemodynamic function of the heart. 
[0004] With a widening scope of treatment applications, cardiac pacing devices, including pacemakers and Implant- 
able defibrillators, have become mora and more complex adding numerous programmable features allowing physteians 
to tailor the pacing therapy to specric patient need. However a basic function of the pacing device, to deliver a pacing 

25 pulse of sufficient energy to depolarize the cardiac tissue causing a contraction, a condition commonly known as "cap- 
ture," and monitoring the subsequent cardiac activity to verify that capture has Indeed occurred, continues to be a 
strong focus of development efforts by pacemaker manufacturera. While It easy to ensure capture by delivering a f ixed 
high-energy pacing pulse as eariy pacemakere did, this approach qutekly depletes battery energy and can result in 
patient discomfort due to extraneous stimulation of surrounding skeletal muscle tissue. 

30 [0005] A common practice In the art has been to deliver pacing pulses at, or slightly higher than the pacing threshold, 
that is the lowest pacing pulse energy at which capture occure. In an effort to provide comfortable and effective cardiac 
pacing without unnecessarily depleting battery energy. Pacing threshold, however, Is extremely variable from patient- 
to-patient due to variations in electrode systems used, electrode positioning, physiologrcal and anatomk^al variations 
of the heart itself and so on. TTierefore, at the time of device implant, the pacing threshold is detemriined by the phystelan 

35 who observes an ECG recording while pulse energy is decreased, either by decrementing the pulse amplitude or the 
pulse width, until "capture" disappears. The pacing pulse energy Is then programmed to a setting equal to the lowest 
pulse energy at which capture still occun'ed plus some safety margin to allow for small fluctuations in threshold. Se- 
lection of this safety margin, however, can be artditraiy. Too low of a safety margin may result in loss of capture, a 
potentially fatal result for the patient Too high of a safety margin will lead to premature battery depletion and potential 

40 patient discomfort. Furthemnore, pacing threshold will vary over time within a patient due to fibrotic encapsulation of 
the electrode that occure during the first few weeks after surgery, fluctuations that may occur over the course of a day, 
fluctuations that occur with changes In medical therapy or changes in disease state and so on. 
[0006] To address this pressing problem, manufacturera have developed pacemakers that are capable of determining 
a patient's pacing threshold and automatically adjusting the stimulation pulses to a level Just above that which is needed 

45 to maintain capture. This approach, call^ "automatic capture", improves the patients comfort, reduces the necessity 
of unscheduled visits to the medtoai practitioner, and greatly increases the pacemaker's battery life by conserving the 
energy used to generate stimulation pulses. 

[0007] However, many of these pacemakers require additional circuitry and/or special sensors that must be dedicated 
to capture verificatton. Examples of physiological sensor signals employed for monitoring capture include: thorack: 

so impedance changes that occur as a function of blood volume in the heart; arterial or Intra-cardiac pressure changes 
resulting directly from heart contraction; and blood flow velocity changes associated with ejection of blood from the 
heart. Several problems arise, however. In attempting to measure physiological signals associated with heart contrac- 
tion. Measured signals are adversely affected by myoelectric noise, electromagnetic interference, sensor sensitivity, 
and thoracic changes in pressure or Impedance associated with respiration. Furthermore, additional Implanted hard- 

S5 ware and circuitry are required increasing the complexity of the pacemaker and reducing the precious space available 
within a pacemaker's casing, and increasing the pacemaker's cost. As a result, manufacturere have attempted to 
develop automatic capture verification techniques that may be Implemented in a typteal programmable pacemaker 
without requiring additional circuitry or special dedcated sensora. 
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[0008] For example, direct measurement of cardiac Impedance can be made through monitoring the impedance 
between two or more cardiac electrodes already connected to the pacing device for cardiac pacing and sensing. Cardiac 
Impedance measurement Is perfonned by delivering an excitation cun-ent pulse between two "source" electrodes. Tlie 
current will be conducted through the cardiac tissue between the two source electrodes producing a voltage differential 
5 between two "recording" electrodes. This voltage differential is a function of the total impedance encountered by the 
"source" electrodes, Including the impedance of the electrode-tissue Interface and the sunrounding tissue and body 
fluids, and can be given by the equation, V= l/Z. where V is the measured voltage differential. I is the applied current 
pulse, and Z is the total impedance. 

[00091 During heart contraction, the myocardial walls shorten and thicken and blood is ejected from the ventricles. 
10 These changes, particularly the change in blood volume, will have a mariced effect on measured impedance. Hence 
cardiac Impedance measurements can be employed In capture detection techniques since cardiac Impedance changes 
are a direct consequence of myocardial contraction. 

[001 0] One cardiac Impedance measurement technique is described In U.S. Patent Number 5,902,325 toCondle et 
al., where an excitation pulse is applied between a bipolar lead ring electrode and the pacemaker housing and Imped- 
15 ance is measured between either the same electrode pair or the bipolar lead tip electrode and the pacemaker housing. 
Such a method could possibly produce an impedance signal containing Information regarding changes in thoracic 
impedance associated with fespiration and cardiac Impedance associated with heart activity. Filtering of the obtained 
signal could provide the desired signal components related speclftoally to cardiac activity and could be used for capture 
verification. 

20 [0011] Another technique used to detemnine whether capture has oocunred that does not require additional circuitry 
or Implanted sensors is monitoring the electrical signals received from the cardiac pacing and sensing electrodes and 
searching for the presence of an "evoked response" following a pacing pulse. The "evoked response" is the depolari- 
zation of the heart tissue In response to a stimulation pulse, In contrast to the "Intrinsic response" which Is the depo- 
larization of the heart tissue in response to the heart's natural pacing function. Heart activity Is typteally monitored by 

25 the pacemaker by keeping track of the stimulation pulses delivered to the heart and examining, through the leads 
connected to the heart, electrical signals that are manifest concunrent with depolarization or contraction of muscle 
tissue (myocardial tissue) of the heart. The contraction of atrial muscle tissue is evidenced by generation of a P-wave. 
while the contraction of ventricular muscle tissue Is evidenced by generation of an R-wave (sometimes refenred to as 
the "QRS" complex). 

30 [0012] When capture occurs, the evoked response is an Intracardiac P-wave or R-wave that Indteates contractton 
of the respective cardiac tissue In response to the applied stimulation pulse. For example, using such an evoked 
response technique, If a stimulation pulse Is applied to the ventricle (hereinafter referred to as a Vpace), any response 
sensed by ventricular sensing circuits of the pacemaker Immediately following application of the Vpace Is presumed 
to be an evoked response that evidences capture of the ventricles. 

35 [001 3] However, it Would be difficult to detect a true evoked response for several reasons. First, because the evoked 
response may be obscured by a high energy pacing pulse and therefore difficult to detect and Identity, Second, the 
evoked response may be difficult to distinguish from an intrinsic response since an intrinsic response may occur ap- 
proximately the same time as an evoked response Is expected to occur. Third, the signal sensed by the pacemaker's 
sensing circuitry immediately following the applteation of a stimulation pulse may be not be a QRS complex but noise, 

40 such as either electrical noise caused, for example, by electromagnetic Interference, myoelectric noise caused by 
skeletal muscle contraction, or "cross talk," defined as signals associated with pacing pulses or Intrinste events occur- 
ring In other heart chambers. 

[0014] Another signal that interferes with the detection of an evoked response, and potentially the most diffteult for 
which to compensate because it is usually present In varying degrees. Is lead polarization. AieadAlssue Interface is 

45 that point at which an electrode of the pacemaker lead contacts the cajdiac tissue. Lead polarization Is commonly 
caused by electrochemical reactions that occur at the lead/tissue interface due to application of an electrical stimulation 
pulse, such as an A-pulse, across the interface. However, because the evoked response is sensed through the same 
lead electrodes through whteh the stimulation pulses are delivered, the resulting polarization signal, also referred to 
herein as an "afterpotentiaP. formed at the electrode can corrupt the evoked response that Is sensed by the sensing 

50 circuits. This undesirable situation occurs often because the polarization signal can be three or more orders of mag- 
nitude greater than the evoked response. Furthemiore, the lead polarization signal is not easily characterized; It Is a 
complex function of the lead materials, lead geometry, tissue impedance, stimulation energy and otiier variables, many 
of which are continually changing over time. 

[0015] In each of ttie above cases, the result may be a false positive detection of an evoked response. Such an error 
55 leads to a false capture Indksatlon. whteh In turn leads to missed heartbeats, a highly undesirable and potentialty life- 
threatening situation. Another problem results from a failure by tiie pacemaker to detect an evoked response that has 
actually occurred. In ttiat case, a loss of capture Is indteated when capture is In fact present, whteh Is also an undesirable 
situation ttiat will cause the pacemaker to unnecessarity Invoke the threshold testing function In a chamber of the heart. 
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[0016] Automatic threshold testing Is invoked by the pacemalcer when loss of atrial or ventricular capture Is detected. 
An automatic pacing energy determination procedure is perfomned as follows. When loss of capture is detected, the 
pacemaker Increases the pacing pulse output level to a relatively high predetennined testing level at which capture is 
certain to occur, and thereafter decrements the output level until capture is lost. The pacing energy is then set to a 
5 level slightly above the lowest output level at which capture was attained: Thus, capture verifteation is of utmost im- 
portance In proper determination of the pacing threshold. 

[001 7] A further difficulty in achieving optimal sensing of signals of interest, wtiile at the same time delivering efftelent 
pacing, is selecting the most appropriate electrode polarity configuration for pacing and sensing. Historically, either a 
unipolar or a bipolar configuration is used for pacing and sensing in the heart chambers. In a unipolar configuration, 
10 one electrode is positioned at, or near the distal end of the lead body, In contact with the heart tissue. A ground or 
"indifferent" electrode, commonly the pacemaker housing or "can", is placed some distance away. In bipolar configu- 
rations, two electrodes are placed in close proximity to each other at the distal end of the lead body, typteally in a "tip" 
and "ring" configuration, such that both electrodes have contact with the heart tissue. 

[0018] Detennlning the Ideal polarity configuration remains enigmatte. Medical practitioners tend to have personal 
15 preferences and patient variability may make one configuration more successful than another for a multiplicity of rea- 
sons. Generally, bipolar configurations require less pacing energy conserving battery longevity, and are less prone to 
cross-talk than unipolar configurations. Bipolar pacing is prefen-ed over unipolar pacing when extraneous stimulation 
of skeletal muscle tissue occurs or device pocket infection occurs. 

[0019] However, unipolar pacing and sensing also has certain advantages. Compared to bipolar configurations, 

20 greater sensitivity is achieved. Sensing In the atrium, for example, may be better achieved by unipolar sensing con- 
figurations since P-wave signals are relatively small In amplitude. Polarization effects are lessened in unipolar sensing 
due to a typically large indifferent electrode placed some distance away from the pacing site, therefore parttoular tasks 
such as detecting evoked responses to a stimulation pulses may also be better perfonned in unipolar systems. 
[0020] New combinations of electrodes are now available, widening the selection a physician has to choose from in 

25 deciding whteh configuration Is the most suitable. In dual chamber pacing, an "A-V cross-chamber* electrode config- 
uration, that is, an electrode configuration in which the stimulation devk:e senses cardiac signals between an atrial tip 
electrode and a ventricular tip electrode, and stimulates each chamber in a unipolar fashion from the respective elec- 
trode to the housing (i.e., typically refen-ed to as the case electrode) is possible, for a more detailed description of 
cross-chamber systems, refer to U.S. Patent 5,522,855 to Hognelid. When such electrodes are implanted, various 

30 electrode sensing configurations are possible, e.g., atrial unipolar (A tip-case); ventricular unipolar (V tip-case); atrial- 
ventricular cross-chamber (A tip-V tip); ventricular unipolar ring (V ring-to-case) or atrial unipolar ring (A ring-to-case). 
[0021] In bhfentricular pacing, one bipolar lead Is typtealiy placed In the coronary sinus for pacing and sensing in the 
left ventricle. Another bipolar lead is positioned in the right ventricle for pacing and sensing in right ventricle. Thus, in 
biventricular pacing, "cross-chamber" configurations could also be used advantageously for pacing and sensing yet 

35 such a combination has not yet been made available heretofore. Since synchronous contraction of the right ventricle 
(RV) and the left ventricle (LV) is desired, both ventricles can be paced simultaneously in across-chamber configuration 
using the tip electrodes of the two leads. The advantage of such a pacing configuration, as will be set forth in the 
present invention. Is that the ring electrodes of the RV and LV pacing leads are not used for pacing, and are therefore 
available for sensing without the problem of lead polarization. Thus, sensing can also be perfomned in across-chamber 

40 configuration, across the ventricles for detecting and verifying capture. 

[0022] It would thus be desirable to provide a stimulation devk:e and associated method for biventricular stimulation 
In which the stimulation energy Is minimized, and reliable capture verifteation is perfomned. It would also be desirable 
to provide a system and method for biventricular sensing in which an electrode configuration is used that avoids the 
negative effect of polarization and noise on sensing and capture verifteation. It would further be desirable to enable 

45 the pacemaker to perfomn ventricular capture verification without requiring dedicated circuitry and/or special sensors. 
[0023] The present invention addresses these and other problems by providing a multi-chamber stimulation device 
and associated method for reliably €und automatically verifying capture duringcardlac pacing. An exemplary use of the 
present invention is in biventricular pacing systems employing bipolar electrode pairs on leads positioned In the right 
ventricle and In the coronary sinus. 

so [0024] One feature of the present Invention is to provide efftelent, synchronous blventrteular pacing. Having one 
bipolar pacing lead positioned for pacing and sensing in the left ventricle and another bipolar pacing lead positioned 
for pacing and sensing In the right ventricle, a cross-chamber pacing configuration between two electrodes located on 
the two different leads, preferably the "tip" electrodes, is perfomned for capturing both the right and left ventricles 
simultaneously. Electrode polarity can be programmably selected, thus influencing the sequence of actlvatton within 

55 the ventricles. 

[0025] Another feature of the present invention is the chotee of stimulation pulse delivered. During cross-chamber 
pacing, either a biphasic pulse or a balanced monophastc pulse may be delivered. However, the present invention also 
provides a "blventrteular pacing pulse," in whteh a positive going putse Is delivered to one electrode In one ventricle 
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and an inverted, negative going pulse is delivered to another electrode in the other ventricle. By delivering such a 
•biventricular pacing pulse." a larger potential difference is established across the ventricles between he two e^e^ 
trodes. improving the recruitment of Puridnje fibers and other conductive elements of the cardiac tissue, thusenhancing 
conduction of the stimulating pulses through the cardiac tissue. _ . , , ,«.„„Ki««to, 

5 [0026] A further feature of the present invention is to provide reliable capture verification by sensing in either a blpoar 
or cross-chamber configuration, preferably in a ring-to-ring fashion, using distinctly different sensing electrode pairs 
than the electrode pairs used for stimulation. In this way problems of lead polarization are avoided making detection 
of the evoked response for capture verification accurate and reHable. Therefore, anotherf eature of the present Invention 
is a programmably available plurality of electrode combinations for sensing, in whteh the electrode pair for sensing b 

10 different than the electrode pair for pacing. Electrode polarity can be programmably selected thus Influencing the di- 
rectional pathway of sensing within the ventricles. 

[00271 In another embodiment of the present Invention, cardiac Impedance measurements are made In order to 
dete<a and verify capture. An impedance measurement is made In a cross-chamber anangement by applying an ex- 
citation current pulse between the two ventrlculartip electrodes and measuring the resulting voltage differential between 

15 the two ring electrodes. Hence a cross-ventricular impedance measurement Is made giving a highly sensitive Indtoation 
of the actual mechanical contraction and ejection of blood from the ventricles, In other words, a very reliable method 
of capture verlfkartion. ^ , , 

[0028] In another altemaMve embodiment of the present invention, one bipolar electrode pair on one ventricular lead 
is used to pace while the second bipolar electrode pair on the second ventricular lead is used to sense. A supra- 

so threshold pacing pulse delivered by the first bipolar pair will capture the first ventricle and cause a depolarization wave 
to be conducted to the second ventricle, ultimately capturing both ventricles. The R-wave depolarization detected by 
the sensing bipolar electrode pair in the second ventricle thus verifies that capture In both ventricles has occun^ed. If 
no R-wave depolarization Is sensed In the second ventricle, loss of capture in the first ventrlcie is detected. Such 
monitoring of ventricular capture can be temied "cross-tracking." 

25 [0029] The present invention thus achieves effidentsynchronous biventricular pacing using cross-chamber electrode 
configurations vrtilch minimize pacing energy requirements, and reliable capture detection by using cross-chamber 
electrode configurations which avoid problems of lead polarization. 

[0030] The invention also extends to a method of providing synchronous cardiac biventricular stimulation by stimu- 
lating a left ventricle with a left ventricular lead that Includes a left ventricular electrode, and by stimulating a right 

30 ventricle with a right ventricular lead that includes a right ventricular electrode, the method comprising the steps of: 
generating biventricular stimulation pulses; selectively delivering the biventricular stimulation pulses on demand with 
a cross-chamber configuration between the left ventricular electrode and the right ventricular electrode, for synchro- 
nously stimulating the left and right ventricles; and verifying capture of the left ventricle and the right ventricles. 
[0031] Preferably, the right ventricular electrode and the left ventricular electrode are tip electrodes and the delivering 

35 step Includes the step of stimulating with the tip electrodes. The method may further include programmably selecting 
polarities for the right ventricular electrode and the left ventricular electrode to control an activation stimulation se- 
quence. Preferably, the delivering step includes delivering a blphaste pulse or a monophaslc pulse. Preferably, the 
delivering step includes delivering a posithfe pulse to the right ventricular electrode and delh^ering a negathre pulse to 
the left ventricular electrode. 

40 [0032] Preferably, the step of verifying capture includes sensing in a bipolar configuration between a first right ven- 
tricular electrode and a second right ventricular electrode. Alternatively, the step of verifying capture Includes sensing 
In a cross-chamber configuration between a sensing electrode pair which is different from the right and left ventricular 
electrodes. Preferably, then, the right ventricular electrode and the left ventricular electrode are tip electrodes, the 
sensing electrode pair includes a right ventricular ring electrode and a left ventricular ring electrode and sensing In the 

45 cross-Chamber configuration includes with the ring electrodes. Preferably, the method Includes the step of program- 
mably selecting polarities for the sensing electrode pair to control a directional pathway of sensing within the right and 
left ventricles, and preferably, the step of verifying capture includes taking cardiac Impedance measurements. 
[0033] in one embodiment, the step of verifying capture includes taking cross-ventricular impedance measuremente 
In a cross-chamber arrangement by applying an exdtetion current pulse between a first right ventricular electrodeand 

so a first left ventricular electrode, and sensing a resulting voltage differential between a second right ventricular eteotrode 
and a second left ventricular electrode. , . ^ .^^ 

[00341 Preferably, the right ventricular lead is a bipolar lead that includes first and second right ventricular electrodes 
and the left ventricular lead is a bipolar lead that includes first and second left ventricular electrodes. The ^ep of 
verifying capture In the right ventricle may Include delivering a stimulation pulse between the first and second nght 

55 ventricular electrodes and sensing a resulting voltage differential between the first and second left ventncular elec- 
trodes. Alternatively, the step of verifying capture in the left ventricle includes delivering a stimulation pulse between 
the first and second left ventricular electrodes and sensing a resulting voltage differential between the first and second 
right ventricular electrodes. The method may further Include positioning a left atrial lead that includes a left atrial slec- 
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trode and sensing a myoelectric signal between the left atrial electrode and the right ventricular electrode. The step of 
verifying capture may include confinming loss of capture by detecting a sequence of time delay and an Intrinsic response 
immediately f otlowing a stimulation pulse, or may include confimiing synchronous capture of the left and right ventricles 
by detecting an evoked response immediately following a stimulation pulse. 
5 [0035] The above and further features, advantages and benefits of the present invention will be apparent upon con- 
sideration of the present description taken in conjunction with the accompanying drawings, in whtoh: 

FIQ. 1 is a simplified, partly cutaway view illustrating an implantable stimulation device in electrical communteation 
with at least three leads implanted into a patient's heart for delivering multi-chamber stimulation and shock therapy; 
10 FIG. 2 is a functional block diagram of the multi-chamber implantable stimulation device of FIG. 1 , illustrating the 

basic elements that provide cardioversion, defibrillation and pacing stimulation in four chambers of the heart; 
FIG. 3 Is a block diagram of the stimulation devk:e of FIGS. 1 and 2, illustrating a switch bank with three connectton 
ports; 

FIG. 4 is a circuit diagram illustrating the biventricular pacing electrode configuration used by the stimulation device 
IS of FIG. 2 according to one embodiment of the present Invention; 

FIG. 5 Is an illustration of the biventricular sensing electrode configuration used by the stimulation device of FIG. 
2 according to one embodiment of the present Invention; 

FIG. 6 is an illustration of an alternative biventricular sensing electrode configuratton used by the stimulation device 
of FIG. 2; 

20 FIG. 7 is a graphical depiction of the electromyographic signal received by the biventricular sensing electrode 

configuration of FIG. 5 when loss of capture has occun^ed; 

FIG. 8 is a graphical depiction of the electromyographic signal received by the biventricular sensing electrode 
configuration of FIG. 5 when bWentricular capture has occurred; 

FIG. 9 is a circuit dlagr£un Illustrating an impedance measurement configuration according to an alternative em- 
25 bodiment of the present invention; and 

FIG. 1 0 is a graphical depbtion of the impedance signal measured by the impedance measurement configuration 
of FIG. 9. 

[0036] FIG. 1 illustrates a stimulation device 1 0 in elec^cal communteation with a patient's heart 1 2 by way of three 
30 leads 20, 24 and 30 suitable for delivering multi-chamber stimulation and shock therapy. To sense atrial cardiac signals 
and to provide right atrial chamber stimulation therapy, the stimulation device 10 Is coupled to an implantable right 
atrial lead 20 having at least an atrial tip electrode 22, which typically is implanted in the patients right atrial appendage. 
[0037] To sense left atrial and ventricular cardiac signals and to provide left-chamber pacing therapy, the stimulation 
device 1 0 Is coupled to a "coronary sinus" lead 24 designed for placement in the "coronary sin us region" via the coronary 
35 sinus so as to place a distal electrode adjacent to the left ventricle and additional electrode(s) adjacent to the left atrium. 
As used herein, the phrase 'coronary sinus region" refers to the vasculature of the left ventrble. including any portion 
of the coronary sinus, great cardiac vein, left marginal vein, left posterior ventricular vein, middle cardiac vein, and/or 
small cardiac vein or any other cardiac vein accessible by the coronary sinus. 

[0038] Accordingly, the coronary sinus lead 24 is designed to receive atrial and ventricular cardiac signals and to 
40 deliver: left ventricular pacing therapy using at least a left ventricular tip electrode 26, left atrial pacing therapy using 
at least a left atrial ring electrode 27, and shocking therapy using at least a left atrial coil electrode 28. For a more 
detailed description of a coronary sinus lead, reference is made to U.S. Patent Application No. 09/457,277, titled "A 
Self-Anchoring Steerable Coronary Sinus Lead" (Pianca et al), and U.S. Patent No. 5,466.254, titled "Coronary Sinus 
Lead with Atrial Sensing Capability" (Helland). 
45 [0039] The stimulation device 1 0 is also shown in electrical communlcatton with the patient's heart 1 2 by way of an 
implantable right ventricular lead 30 having, in this embodiment, a right ventricular tip electrode 32, a right ventricular 
ring electrode 34, a right ventricular (RV) coil electrode 36, and an SVC coll electrode 38. Typfcally, the right ventricular 
lead 30 is transvenously inserted Into the heart 12 so as to place the right ventricular tip electrode 32 in the right 
ventricular apex so that the RV coll electrode 36 will be positioned in the right ventricle and the SVC coll electrode 38 
so will be positioned in the superior vena cava. Accordingly, the right ventricular lead 30 is capable of receh^lng cardiac 
signals, and delivering stimulation In the form of pacing and shock therapy to the right ventricle. While a prefen^ed 
embodiment of the present invention is intended for use in a biventricular pacing and sensing mode employing coronary 
sinus lead 24 and right ventricular lead 30, the teaching of the present invention are not limited to this spectfb imple- 
mentation. 

ss [0040] FIQ. 2 illustrates a simplified block diagram of the multi-chamber implantable stimulation device 1 0, which is 
capable of treating both fast and slow an^hythmias with stimulation therapy, Including cardioversion, defibrillation, and 
pacing stimulation. While a particular multi-chamber device is shown, this is for illustration purposes only, and one of 
skill in the art could readily duplicate, eliminate or disable the appropriateclrcuitry in any desired combination to provide 
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a device capable of treating the appropriate chafnber(s) with cardioversion, defibrtilatlon and/or pacing stimulation. 
[0041] The stimulation device 10 Includes a housing 40 which is often refenred to as "can", "case" or "case electrode", 
and which may be programmably selected to act as the return electrode for all "unipolar" modes. The housing 40 may 
further be used as a return electrode alone or In combination with one or more of the coil electrodes 28, 36, or 38, for 

5 shocking purposes. The housing 40 further Includes a connector (or a plurality of connectors 160, 162, 1 54, as It will 
be described In connection with HQ. 4) having a plurality of temninals, 42, 43, 44, 45, 48, 48, 52, 54, 66, and 58. For 
convenience, the names of the electrodes to which they are connected are shown next to the corresponding terminals. 
As an example, to achieve right atrial sensing and pacing, the connector includes at least a right atrial tip tennlnal 42 
adapted for connection to the atrial (Ar) tip electrode 22. 

10 [0042] To achieve left chamber sensing, pacing and/or shocking, the connector Includes at least a left ventricular 
(VJ tip temiinal 44, a left ventricular (VJ ring temilnal 45, and a left atrial (AJ ring tenninal 46, and a left atrial (AJ 
shocking terminal (coiQ 48, which are adapted for connection to the left ventricular tip electrode 26, the left atrial tip 
electrode 27, and the left atrial coll electrode 28, respectively. 

[0043] To support right chamber sensing, pacing and/or shocking, the connector further Includes a right ventdcular 
15 (Vr) tip terminal 52, a right ventricular (Vr) ring terminal 54, a right ventricular (RV) shocking terminal <coii) 56, and 
an SVC shocking terminal (coil) 58, which are adapted for connection to the right ventrteular tip electrode 32, right 
ventricular ring electrode 34, the RV coil electrode 36, and the SVC coll electrode 38, respectively. 
[0044] In the embodiment of FIQS. 1 and 2, and as further Illustrated in FIG. 4. the stimulation devtee 1 0 is Illustrated 
to include three bipolar connection ports 150, 152, 154. A left ventricuiar/atrlai connectten port (LV / l-A conneclk>n 
20 port) 150 accommodates the left ventricular lead (LV lead) 24 with temninals 44. 46, 46, 48 that are associated wltti 
the left ventricular tip electrode (LV tip electrode) 26, the left ventrteular ring electrode tLV ring electrode) 25, the left 
atrial ring electrode (LA ring electrode) 27, and the left atrial coll electrode (LA coil electrode) 28, respectively. 
[0045] A right ventricular connection port (RV connection port) 152 accommodates the right ventricular lead (RV 
lead) 30 with temilnals 52, 54, 56, 58 that are associated with the right ventricular tip electrode {RV tip electrode) 32. 
25 the right ventricular ring electrode (RV ring electrode) 34, the right ventricular coil electrode (RVCE) 36, and the right 
ventricular SVC coil electrode (RV SVC coil electrode) 38, respectively. 

[0046] A right atrial connection port (RA connection port) 1 54 accommodates the right atrial lead (F^ lead) 20 with 
temilnals that are associated with the right atrial tip electrode (RA tip electrode) 22 and the fight atrial ring electrode 
(RA ring electrode) 23, respectively. 

30 [0047] It is recognized that numerous variations exist In which connbinations of unipolar, bipolar and/or multipolar 
leads may be positioned at desired locations within the heart In order to provide multlchamber or multlslte stimulation. 
[0048] At the core of the stimulation devtee 1 0 Is a programmable microcontroller 60 that controls the various modes 
of stimulation therapy. As is well known In the art, the microcontroller 60 typteally Includes a microprocessor, or equiv- 
alent control circuitry, designed specifically for controlling the delivery of stimulation therapy, and may further include 

35 RAM or ROM memory, logic and timing circuitry, state machine circuitry, and I/O cireultry. Typically, the mterocontroiler 
60 includes the ability to process or monitor Input signals (data) as controlled by a program code stored In a designated 
block of memory. The details of the design and operation of the microcontroller 60 are not critical to the present Invention. 
Rather, any suitable microcontroller 60 may be used that carries out the functions described herein. The use of micro- 
processor-based control circuits for performing timing and data analysis functions are well known in the art. 

40 [0049] Representative types of control circuitry that may be used with the present Invention include the mteroproc- 
essor-based control system of U.S. Patent No. 4,940,052 (Mann et. al), and the state-machine of U.S. Patent Nos. 
4,71 2,555 (Sholder) and 4,944,298 (Sholder). For a more detailed description of the various timing intervals used within 
the stimulation device and their inter-reiatlonshlp. refer to U.S. Patent 4,788,980 (Mann et al). These patents (Nos. 
4,940,052; 4,712,555; 4,944,298; and 4.788,980) are incorporated herein by reference. 

45 [0050] As shown In RQ. 2, an atrial pulse generator 70 and a ventricular pulse generator 72 generate pacing stim- 
ulation pulses for delivery by the right atrial lead 20, the right ventricular lead 30, and/or the coronary sinus lead 24 via 
a switch bank 74. It is understood that in order to provide stimulation therapy in each of the four chambers of the heart, 
the atrial pulse generator 70 and the ventricular pulse generator 72 may Include dedteated, Independent pulse gener- 
ators, multiplexed pulse generators, or shared pulse generators. The atrial pulse generator 70 and the ventricular pulse 

50 generator 72 are controlled by the microcontroller 60 via appropriate control signals 76 and 78, respectively, to trigger 
or Inhibit the stimulation pulses. 

[0051] The mterocontroiler 60 further Includes timing control circuitry 79 which is used to control the timing of such 
stimulation pulses (e.g. pacing rate, atrio-ventricular (AV) delay, atrial interconduction (A-A) delay, or ventricular inter- 
conduction (V-V) delay, etc.), as well as to keep track of the timing of refractory periods, PVARP intervals, noise detection 
55 windows, evoked response windows, alert intervals, mariner channel timing, etc. 

[0052] In one embodiment of the present Inventton, the switch banic 74 Includes a plurality of switches forconnectlng 
the desired electrodes to the appropriate I/O circuits, thereby providing connplete electrode programmability. Accord- 
ingly, the switch bank 74, in response to a control signal 80 from the microcontroller 60, detemnines the polarity of the 
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stimulation pulses (e.g. unipolar, bipolar, cross-chamber, etc.) by selectively closing the appropriate combination of 
switches (not shown) as is known in the art 

[0053] Atrial sensing circuits 82 and ventricular sensing circuits 84 may also be selectively coupled to the right atrial 
lead 20, coronary sinus lead 24, and the right ventricular lead 30, through the switch bank 74, for detecting the presence 

5 of cardiac activity in each of the four chambers of the heart. Accordingly, the atrial and ventricular sensing circuits 82 
and 84 may include dedicated sense amplifiers, multiplexed amplifiers, or shared amplifiers. 
[0054] The ventricular sensing circuits 84 are coupled to the coronary sinus lead 24 and the right ventricular lead 30 
through switch bank 74 for detecting the presence of cardiac activity within the right and/or left ventrides. The switch 
bank 74 determines the "sensing polarity" of the cardiac signal by selectively closing the appropriate switches. In this 

10 way, the clinician may program the sensing polarity independent of the stimulation polarity. The electrode programma- 
bllity includes selection of the pacing polar configuration, selection of the sensing polar configuration as welt as des- 
ignation of the positive, negative or IndlfTerent poles for each polar configuration. 

[0055] Each of the atrial sensing circuit 82 or the ventricular sensing circuit 84 preferably employs one or more low 
power, precision amplifiers, each with programmable gain and/or automatic gain control, bandpass filtering, and a 
IS threshold detection circuit, to selectively sense the cardiac signal of Interest. The automatic gain control enables the 
stimulation device 10 to deal effectively with the difficult problem of sensing the low amplitude signal characteristk:s of 
atrial or ventricular fibrillation. 

[0056] The outputs of the atrial and ventricular sensing circuits 82 and 84 are connected to the mk^rocontrolier 60 
for triggering or inhibiting the atrial and ventricular pulse generators 70 and 72, respectively, in a demand fashion, in 

^ response to the absence or presence of cardiac activity, respectively, in the appropriate chambers of the heart. The 
atrial and ventricular sensing circuits 82 and 84, in turn, receive control signals over signal lines 86 and 88 from the 
microcontroller 60, for controlling the gain, threshold, polarization charge removal circuitry (not shown), and the timing 
of any blocking circuitry (not shown) coupled to the inputs of the atrial and ventrk^ular sensing circuits 82 and 84. 
[0057] For anliythmla detection, the stimulation device 10 includes an arrhythmia detector 77 (FIG. 2) that utilizes 

25 the atrial and ventricular sensing circuits 82 and 84 to sense cardiac signals, for determining whether a rhythm is 
physiologic or pathologic. As used herein "sensing" Is reserved for the noting of an electrical signal, and "detection" is 
the processing of these sensed signals and noting the presence of an arrhythmia. The timing intervals between sensed 
events (e.g. P-waves, R<waves, and depolarization signals associated with fibrillation whbh are sometimes referred 
to as "F-waves" or "Fib-waves") are then classified by the microcontroller 60 by comparing them to a predefined rate 

30 zone limit (e.g. bradycardia, normal, low rate VT, high rate VT, and fibrillation rate zones) and various other character- 
istics (e.g. sudden onset, stability, physiologic sensors, and morphology, etc.) in order to detemilne the type of remedial 
therapy that is needed (e.g. bradycardia pacing, anti-tachycardia pacing, cardioversion shocks or defibrillation shocks, 
collecth^ely referred to as "tiered therapy"). 

[0058] Cardiac signals are also applied to the inputs of an anaiog-to-digital (A/D) data acquisition system 90. The 
35 data acquisition system 90 is configured to acquire Intracardiac electrogram signals, convert the raw analog data into 
digital signals, and store the digital signals for later processing and/or telemetric transmission to an external devtee 
102. The data acquisition system 90 is coupled to the right atrial lead 20, the coronary sinus lead 24, and the right 
ventricular lead 30 through the switch bank 74 to sample cardiac signals across any pair of desired electrodes. 
[0059] Advantageously, the data acquisition system 90 may be coupled to the microcontroller 60 or another detection 
40 circuitry, for detecting an evoked response from the heart 12 in response to an applied stimulus, thereby aiding in the 
detection of "capture". Capture occurs when an electrical stimulus applied to the heart is of suffk:lent energy to depo- 
larize the cardiac tissue, thereby causing the heart muscle to contract. The microcontroller^O detects a depolarization 
signal during a window following a stimulation pulse, the presence of whbh indbates that capture has occurred. The 
microcontroller 60 includes an automatic capture detector 65 that enables capture detection by triggering the ventrtoular 
45 pulse generator 72 to generate a stimulation pulse, starting a capture detection window using the timing circuitry within 
the mbrocontroller 60, and enabling the data acquisition system 90 via control signal 92 to sannple the cardiac signal 
that fails in the capture detection window and, based on the amplitude of the sampled cardiac signal, detemnines if 
capture has occurred. 

[0060] The microcontroller 60 Is further coupled to a memory 94 by a suitable data/address bus 96, wherein the 
so programmable operating parameters used by the microcontroller 60 are stored and modified, as required, in order to 
customize the operation of the stimulation device 1 0 to suit the needs of a particular patient. Such operating parameters 
define, for example, pacing pulse amplitude, pulse duration, electrode polarity, rate, sensitivity, automatic features, 
arrhythmia detection criteria, and the amplitude, waveshape and vector of each shocking pulse to be delivered to the 
patient's heart 12 within each respecth^e tier of therapy. A feature of the stimulation devkse 10 is the ability to sense 
ss and store a relatively large amount of data (e.g. from the data acquisition system 90), which data may then be used 
for subsequent analysis to guide the programming of the stimulation device 10. 

[0061] Advantageously, the operating parameters of the stimulation device 10 may be non-invasiveiy programn^d 
into the memory 94 through a telemetry circuit 1 00 in telemetric conrvnunication with the external devtee 1 02, such as 
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a programmer, transtelephonic transceiver, or a diagnostic system analyzer. The telenr^etry circuit 100 Is activated toy 
the microcontroller 60 by a control signal 106. The telemetiy circuit 100 advantageously allows Intracardiac electro- 
grams and status Information relating to the operation of the stimulation device 10 (as contained In the microcontroller 
60 or memory 94) to be sent to the external device 1 02 through the established communication link 104. 

5 [0062] The stimulation device 10 may further Include a physiologic sensor 108, commonly refen-ed to as a "rate- 
responsive- sensor because It Is typically used to adjust pacing stimulation rate according to the exercise state of the 
patient. However, the physiological sensor 108 may further be used to detect changes in cardiac output, changes in 
the physiologicai condition of the heart, or diurnal changes In activity (e.g. detecting sleep and walce states). Accordingly, 
the microcontroller 60 responds by adjusting the various pacing parameters (such as rate, AV Delay. V-V Delay, etc.) 

10 at which the atrial and ventricular pulse generators 70 and 72 generate stimulation pulses. 

[00631 While the physiologic sensor 108 is shown as being included within the stimulation device 10, It is to be 
understood that the physiologic sensor 108 may alternatively be external to the stimulation device 10. yet still be Im- 
planted within, or canied by the patient. A common type of rate responsive sensor Is an activity sensor, such as an 
accelerometer or a piezoelectric crystal, which Is mounted within the housing 40 of the stimulation device 10. Other 

IS types of physiologic sensors are also known, for example, sensors which sense the oxygen content of blood, respiration 
rate and/or minute ventilation, pH of blood, ventricular gradient, etc. However, any sensor may be used which is capable 
of sensing a physiological parameter which corresponds to the exercise state of the patient. 
[0064] The stimulation device 10 additionally includes a power source such as a battery 110 that provides operating 
power to all the circuits shown in FIG. 2. For the stimulation devtee 10, which employs shocking therapy, the battery 

20 110 must be capable of operating at low current drains for long periods of time, and also be capable of providing high- 
current pulses (for capacitor charging) when the patient requires a shock pulse. The battery 1 1 0 must preferably have 
a predtetable discharge characteristic so that elective replacement time can be detected. Accordingly, the stimulation 
device 10 can employ lithium/silver vanadium oxide batteries. 

[0065] The stimulation device 1 0 further includes a magnet detection circuitry <not shown), coupled to the mterocon- 
25 troller 60. The purpose of the magnet detection circuitry is to detect when a magnet is placed over the stimulation 
device 1 0, which magnet may be used by a clinician to perfonn various test functions of the stimulation device 1 0 and/ 
or to signal the mterocontroller 60 that an external programmer 1 02 is In place to receive or transmit data to the micro- 
controller 60 through the telemetry circuit 1 00. 

[0066] As further shown in FIG. 2. the stimulation device 1 0 is shown as having an impedance measuring circuit 112 
30 which is enabled by the microcontroller 60 by a control signal 114. Certain applications for an Impedance measuring 
circuit 112 Include, but are not limited to, lead Impedance surveillance during the acute and chronic phases for proper 
lead positioning or dislodgment; detecting operable electrodes and automatically switching to an operable pair if dis- 
lodgment occurs; measuring respiration or minute ventilation; measuring thoracto Impedance for detemiining shock 
thresholds; measuring stroke volume; and detecting the opening of the valves, ^c. The impedance measuring circuit 
35 112 is advantageously coupled to the switch bank 74 so that any desired electrode may be used. In an alternative 
embodiment of the present Invention, an impedance measurement circuit 1 1 2 is used for measuringcardlac impedance 
In a method of verifying capture. Changes In cardiac Impedance associated with changes In heart chamber blood 
volume reflect the filling and ejection of blood from the heart. A cardiac impedance deflection results when the ventricles 
contract and eject blood can tiierefore be used In verifying that capture has occurred following a pacing pulse. In this 
40 embodiment, an excitation cun-ent pulse is applied between left ventricular (Lv) tip electrode 26 and the right ventricular 
(Rv) tip electrode 32 and the impedance measurement Is made across left atrial (La) ring electrode 27 and right ven- 
tricular (Rv) ring electrode 34. 

[0067] It is a function of the stimulation device 1 0 to operate as an Implantable cardloverter/def ibrillator (ICD) device. 
That is, It must detect Vtie occun^nce of an aniiytiimla, and automatically apply an appropriate electrical shock therapy 

45 to the heart aimed at temninating tiie detected an-hythmla. To this end, the microcontroller 60 f urthercontrols a shocking 
circuit 1 1 6 by way of a control signal 1 1 8. The shocking circuit 1 1 6 generates shocking pulses of low (up to 0.5 Joules), 
moderate (0.5 - 10 Joules), or high (11 to 40 Joules) energy, as controlled by the mterocontroller 60. Such shocking 
pulses are applied to the patient's heart through at least two shocking electrodes, and as shown in this embodiment, 
selected from the left atrial coll electrode 28, the RV coll electrode 36. and/or the SVC coll electrode 38 (FIG. 1). As 

50 noted above, the housing 40 may act as an active electrode In combination with the RV electrode 36, or as part of a 
split electrical vector using the SVC coll electrode 38 or the left atrial coll electrode 28 <i.e.. using the RV electrode as 
common electrode). 

[0068] Cardioversion shocks are generally considered to be of low to moderate energy level {so as to minimize pain 
felt by the patient), and^or synchronized with an R-wave and/or pertaining to the treatment of tachycardia. Defibrillation 
55 shocks are generally of moderate to high energy level (i.e., con^esponding to threshokte in the range of 5-40 Joules), 
delivered asynchronously (since R-waves may be too disorganized), and pertaining exclusively to the treatment of 
fibrillation. Accordingly, the microcontroller 60 is capable of controlling the synchronous or asynchronous delh/ery of 
the shocking pulses. 
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[0069] In this embodiment, a control program executed by microprocessor 60 Is comprised of multiple integrated 
program modules, with each module bearing responsibility for controlling one or more functions of the stimulation 
device 10. For example, one program module may control the delivery of stimulating pulses to the heart 12, while 
another may control the verification of ventricular capture and ventricular pacing energy detenmlnation. In effect, each 

5 program module is a control program dedicated to a specific function or set of functions of the stimulation device 1 0. 
[0070] Having described the environment in which the present Invention operates, an exemplary prefen^ed embod- 
iment of the present invention will now be described in detail. FIG. 4 Is an illustration depicting an equivalent circuit 
diagram of the electrode configuration used for biventricular pacing in accordance with a pretended embodiment of the 
present Invention. A cross-chamber electrode configuration, defined as a polarity configuration comprising two or more 

10 electrodes existing on at least two different lead bodies located in two different heart chambers, is used for cross- 
ventricular pacing. A pacing pulse is delivered by the ventricular pulse generator 72 between the left ventricular (VJ 
tip electrode 26 and the right ventricular (Vr) tip electrode 32. To maintain a potential difference between these two tip 
electrodes 26 and 32, the ventricular pacing pulse is inverted by an Inverter 122 prior to delivering the pulse to the right 
ventricular (Vr) tip electrode 32. A positive pacing pulse 210 Is delivered to the left ventricular (VJ tip electrode 26 

15 and a negative pacing pulse 212 is delivered to the right ventricular (Vr) tip electrode 32. Thus, a cross-chamber, 
biventricular pacing configuration is provided. 

[0071] Such a configuration could be refeoed to as "pseudo unipolar since stimulation Is perfonned between two 
electrodes not located on the same lead body and not involving the can 40, but rather in different cardiac chambers, 
yet each electrode effectively activates Its respective chamber. The potential difference between the left ventricular 

20 (VJ tip electrode 26 and the right ventricular (Vr) tip electrode 32 will result In conduction of the stimulating pulse 
through the conductive elements of the cardiac tissues, for example the Purklnje fibers, and the intercalated discs of 
the myocardial cells, causing depolarization in both ventricles, thereby achieving synchronous biventricular pacing. 
[0072] This conductive pathway is represented by an equivalent circuit 200. Besides the conductive elements of the 
cardiac tissues mentioned above, the equivalent circuit 200 also includes a capacitive element 220 associated with 

25 the left ventricular (VJ tip electrode 26 and a capacitive element 222 associated with the right ventricular (Vr) tip 
electrode 32. In this equivalent circuit 200 the characteristic tissue impedance of the left ventricular tissue is generally 
represented by a resistive element Zlv 230, and the characteristic tissue impedance of the right ventricular tissue is 
generally represented by a resistive element Zr^ 232. 

[0073] Since the tip electrodes 26 and 32 are in relatively close proximity to each other and are approximated by 
30 excitable cardiac tissue including myocardial cells, the Purklnje fibers, and cardiac bundles, direct conduction of exci- 
tation pulses is possible between the two ventricles. Furthemnore. since this conductive pathway Is not dependent on 
the right or left bundle branches extending Into the left ventricle and the right ventricle from the Bundle of His and the 
atrioventricular node, ventricular stimulation in this cross-chamber configuration is less Intenrupted by cardiacconduc- 
tion disorders such as Bundle Branch Block associated with conduction disease or aging that can affect the hearfs 
35 normal conduction pathways. 

[0074] The advantages of this cross-chamber pacing configuration are: 1 ) the stimulation energy required Is expected 
to be much less than that required for true unipolar pacing, and 2) the left and right ring electrodes 27 and 34 located 
on the coronary sinus lead 24 and RV lead 30, respectively, are not used for stimulation. Since these two ring electrodes 
27 and 34 do not become polarized during a ventricular stimulation pulse <i.e., Vpace) as they would during bipolar 
40 stimulation, they are advantageously available for sensing the evoked response immediately following the stimulation 
pulse as will be described later in detail. 

[0075] A further aspect of the present invention is the programmable selection of the direction of current flow between 
the stimulating electrodes 26, 32. In the embodiment shown in FIG. 4, the direction of the cun-ent flow will be from the 
right ventricular (Vr) tip electrode 34 to the left ventricular (VJ tip electrode 26 since the negative going pulse is applied 

45 to the right ventricular (Vr) tip electrode 32, and the positive going pulse is applied to the left ventricular (VJ tip electrode 
26. By selectively applying the reveree voltage polarity, that is the negative going pulse to the teft ventricular (V J tip 
electrode 26, and the positive going pulse to the right ventricular (Vr) tip electrode 32, the direction of the current flow 
will be reversed. Hence, the sequence of myocardial tissue activation can be Influenced by selecting the direction of 
current flow. This selection allows speciftelty of activation sequence based on the patient's need. For example, in a 

50 patient suffering from dilated cardiomyopathy, typically the left ventricle Is predominately affected In the eariler stages 
of the disease. The dilated left ventricle has diminished contractility causing Its contractton to be slower and weaker 
than the still healthy right ventricle. Thus, by selecting the stimulation pathway direction from the left ventricle to the 
right ventricle, the slower left ventricle contraction Is initiated prior to the faster right ventricle contraction, yielding 
superior synchronization of right ventricle and left ventricle contractions. 

55 [0076] A further aspect of the present Invention Is the selection of the pacing pulse morphology. In the emt>odiment 
of FIG. 4, a biventricular pacing pulse is Illustrated where a positive going pulse 210 is applied to one electrode and a 
negative going pulse 21 2 is applied to a second electrode. Other pacing pulse morphologies are possible. For example, 
a balanced monophasic pacing pulse, or a biphasic pacing pulse could be applied to one electrode tip while the other 
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elertrode tip remains neutral, functioning as the return path for the conducted current. »_„„^ith,« 
[00771 Yet a further aspect of the present Invention is the enhancement of electrode tip geometry suchthat wpacitwe 
coupling between the points of electrode contact is increased, thereby Improving the conductivity directly behween he 
right and left tip electrodes 26 and 32. respectively. Such enhancement is preferably achieved by manufacturing the 
electrode tip with a rough surface to Increase its surface area. 

[00781 FIQ. 5 deplete an exemplary sensing conflguraUon for a biventricular stimulation system in accordance witn 
the present Invention. Ventricular sensing circuitry 84 samples the myoelectric signal between the left atrial <AJ ring 
electrode 27 and the right ventricular (Vr) ring electrode 34. Thus a cross-chamber, cross-ventricular sensing config- 
uration is provided. Ventricular pulse generator 72 (FIQ. 2) delivers pacing pulses via the left and right tip electrodes 
26 and 32 respectively, as described earlier In conjunction with FIQ. 4. in this way. the cross-chamber sensing con- 
figuration te not Impaired by lead polarization effecte. thus providing a superior sensing configuration for detecting and 

[00^^ TSleft ventricular (VO tip electrode 26 and left atrial (AJ ring electrode 27 can beconnectedtothesHmuiatlon 
device 1 0 via a single lead body 24 (FIQ. 1 ). with bipolar connections to the left ventricular (VJ tip temiinal 44 and the 
atrial ring temiinal 46. The right ventricular (Vr) tip electrode 32 and the right ventricular (Vr) ring electrode 34 are 
connected to the stimulation devlceioviaaslngle lead body 30(00.1). with bipolar connections to the right ventricular 

(Vr) tip terminal 52 and the right ventricular (Vr) ring temiinal 54. ^ . « 

[0080] Continuous automatic capture verification is porfomned by sampling the signal received on the left and right 
ring electrodes 27 and 34, respectively, following delivery of a ventricular stimulation pulse (Vpaoe) on the left and right 
tip elertrodes 26 and 32. respectively. Essentially, cross-ventricular sensing of the evoked R-wave is achieved. Us ng 
this cross-chamber sensing configuration, the R-wave depolarization In the ieftventricleandthe R-wave depolarization 
in the right ventricle will be sensed as a single complex as illustrated by the Intemal electromyogram (lEGM) recordings 

mom] fig! 7 illustrates a situation of loss of capture, where a stimulation pulse 134 is followed by a time delay 136 
followed by an Intrinsic response 1 38 is observed. FIQ. 8 illustrates a situation of simultaneous capture In both the left 
and right ventricles. In this case, a stimulation pulse 150 is of sufficient energy to depolarize the cardiac tissue, resulting 
in a large evoked response 1S2 immediately following the stimulation pulse ISO. 

[0082] With further reference to FIG. 2, the lEGM signal received by ventricular sensing circuitry 84 is analyzed by 
the microcontroller 60 for determination of capture. A morphology detector 64 can be used to compare specfflc char- 
acteristfcs of the sampled signal with specifte characteristics of an evoked response signal 152. Such characteristtes 
Include slope, event width, time to onset, and similar parameters. The overall signal morphology can also be compared 
to an evoked response signal template stored In memory 94. An appropriate method using signal morphology analysis 
for signal detection is generally described In U.S. Patent Number 4,817.606 to Sholder, whteh is incorporated herein 

by reference. . 
[00831 Yet afurther aspect of the present Invention is a programmable selection of cross-chamber, unipolar, or Dipoiar 
sensing. The embodiment illustrated in FIG. 5 allows cross-chamber sensing of the R-wave produced in both ventncles 
using a unique cross-chamber electrode configuration. However, other cross-chamber sensing configurations are pos- 
sible that will satisfy the objert of the present Invention in reliably sensing the evoked response. One such alternative 
sensing configuration is illustrated In FIG. 6. according to whteh, biventricular stimulation Is performed in similar con- 
figuration as in FIQ. 5, however biventricular bipolar sensing Is perfomied In the left ventricle between the left atrial 
(Al) ring elertrode 27 (or a ventricular ring electrode (not shown)) and the left ventricular (VJ tip electrode 26 and in 
tim right ventricle between the right ventricular (Vr) ring electrode 34 and the right ventricular (V„) tip electrode 32. 
[00841 In practice, the medteal practitioner will program the pacing polarity and direction by designating each elec- 
trode as a positive pole (or ground), a negative pole, or an inacthre (unused) pole during stimulation. Likewise, the 
medteal practitioner will program the sensing polarity and direction by designating each electrode as a positive pole, 
a negative pole, or Inactive pole during sensing. As an illustrative example: If the left atrial (Al) ring electrode 27 is 
programmed to be positlve(+). the right ventricular (Vr) ring electrode 34 Is programmed to be negative (-). the left 
ventricular (VJ tip electrode 26. and the right ventricular (V„) tip electrode 34 and the can case 40 (FIG. 2) are pro- 
grammed to be inactive, then across-chamber sensing configuration from the right ventricle relative to the left ventricle 

[MMr"T£±>l^^ and II below show additional illustrative examples of possible unipolar and bipolar combinations, 
where RV designates right ventricle, LV designates left ventricle, RA designates right atrium, and i^ designates left 
atrium. The resulting polarities, sensing and stimulation pathway directions for various sensing configurations are 
shown based on the programmed electrode deslgnatton of: positive (+), negative (-), or lnacUve<0). 
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TABLE I 



Stimulation 


Direction 


RVtlp32 


RV ring 34 


LVtip26 


LA ring 27 or LV ring 25 


Can 40 


Cross-chamber 


Right to Left 




0 


+ 


0 


0 


Cross-chamber 


Left to Right 


+ 


0 




0 


0 



TABLE II 



Sensing 


Direction 


RVtip 32 


RV ring 34 


LVtlp26 


LA ring 27 or LV ring 
25 


Can 40 


Cross-chamber 


Right to Left 


0 




0 


+ 


0 


Cross-chamber 


Left to Right 


0 




0 




0 


Bipolar both 
chambers 


(convention 
al) 




+ 




+ 


0 



[0086] In another embodiment, impedance measurements can be made by an impedance nf>ea8urennent ciicultry 
so 1 12 (FIG. 2) for capture verification ratherthan evoked response detection from the lEGM. The use of the four electrode 
tenminals (26, 27, 32, 34) on the coronary sinus lead 24 and the right ventricular lead 30, makes possible a highly 
sensitive cardiac impedance measurement. The equivalent circuit diagram of FIG. 9 illustrates the measurement con- 
figuration. The application of an excitation cunrent pulse 280 across the left ventrk:ular<VJ tip electrode 26 and the 
right ventricular (Vp) tip electrode 32, generates a voltage differential Vs 282 that can be measure across the left 
25 atrial (A J ring electrode 27 and the right ventricular (Vp) ring electrode 34. The Impedance can then be calculated by 
the microprocessor €0 according to the following equation: 

Z = l/V, 

30 

whero Z is the Impedance associated with the myocardial tissue and blood volume residing between the left ventricular 
(VJ tip electrode 26 and the right ventricular (Vp) tip electrode 32, 1 is tiie applied excitation current pulse 260, and 
Vg is the measured voltage differential 282 that appears across the left atrial (AJ ring electrode 27 and the right 
ventricular (Vp) ring electrode 34. Since the Impedance measurement is made directly across the ventricles, it provides 

35 a direct measure of cardiac impedance with minimal influence of changes in thoracic impedance due to respiration. 
This more direct measure holds an advantage over impedance measurements that are perfonmed between a lead 
electrode and the pacemaker can since, in those measurements, thoracic impedance may contribute to the measured 
signal to the same degree or an even greater degree than the cardiac impedance. Considerable signal processing is 
then needed to filter out the impedance signal associated with respiration. 

40 [0087] During ventricular contraction, the cardiac impedance, Z, will change as a function of the changing bk>od 
volume in the heart chambers. Therefore, as blood Is ejected from the right and left ventricles, the impedance will 
decrease and as the ventricles fill, the impedance will Increase. Thus, a change in the measured Impedance Z is a 
direct consequence of the actual mechanical contraction of the ventricles and serves as a reliable i ndication of capture. 
[0088] FIG. 10 is an Illustration of the Impedance signal change that may be measured during a ventricular contrac- 

^ tion. The impedance Z is graphed along the Y-axis 296 versus time along the X-axis 29S. The mbroprocessor 60 
examines the impedance signal for specific characteristics that would indicate ventricular contraction has Indeed oc- 
curred, such as the area of the curve 294, the peak slope dZ/dt 290, or the maximum peak deflection 292. 
[0089] In an alternative embodiment of the present invention, stimulation is performed in one ventricle and capture 
sensing Is perfonned In the other ventricle. More specifically, bipolar pacing is perfomned In the right ventricle between 

so the right ventricular (Vp) tip electrode 32 and the right ventricular (Vp) ring electrode 34. Bipolar sensing Is then per- 
formed between tiie left ventricular (VJ tip electrode 26 and the left atrial (At.) ring electrode 27. 
[0090] When a supra-threshotd pacing pulse is delivered, causing depolarization in the right ventrble, the depolari- 
zation wave will be conducted to the left ventricle via the conductive elements and the myocardial cells themselves. 
Thus, both ventricles are captured and this eftect can be detected by sensing in the left ventricle using the non-polarized 

55 left ventricular (VJ tip electrode 26 and left atrial (AJ ring electrode 27. Such a mode of capture sensing Is hereby 
refen'ed to as "cross-tracking" in that sensing in one cardiac chamber is performed to verify -capture due to pacing In 
another cardiac chamber. 

[0091] Such cross-tracking can be perfomied to continuously monitor forcapture during ventricular pacing or during 
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periodic automatic threshold tests. While pacing pulse energy « progr^iveh^ ""^Th^lniH t!^^!j?^^bJ 
capture is detected by sensing in the other ventricle. Specific algorithms for pert omning threshold teste are known by 
Xhose reasonable skilled in the art and will not be described in detail here. For more detail, reference is made to U.S. 
Patent 5 766 229 to Bomzin. or U.S. provisional patent application No. 60/204.088. filed on May 15, 2000. 
S ^Sus a cardiac stimulating device has bSen described that provides reliable and efficient biventricular stmu- 
lation and capture sensing using cross^hamber electrode configurations thereby avoWing the difficulties associated 
with lead polarization in accurately detecting evoked responses for verifying capture. 



Claims 



1 A cardiac simulation system for providing synchronous biventricular stimulation, comprising: a left ventricular lead 
Including a left ventricular electrode that delivers stimulation pulses to a left ventricle: a right ventricular lead in- 
cluding a right ventricular electrode that delivers stImulaUon pulses to aright ventricle; a pulse generator conne«ed 
to the left ventricular lead and the right ventricular lead, and adapted to perfonn biventricular stimulation witti a 
cross^amber configuration between the left ventricular electrode and the right ventricular electrode, to synchro- 
nously capture the left and right ventricles; and an automatic capture detector coupled to the pulse generator to 
verify capture of the left ventricle and the right ventricles. 

2 A stimulation device as claimed in Claim 1 . characterised in that the automatte capture detector programmably 
selects polarities for the right ventricular electrode and the left ventricular electrode tocontrol an activation stim- 
ulation sequence. 

3. A stimulation device as claimed in Claim 2. characterised In that the automatks capture detector perfomis auto- 
matic capture verification of the biventricular stimulation with a cross-chamber sensing configuration. 

4. A stimulation devtee as claimed in Claim 3, characterised by an impedance measuring circuit that provides im- 
pedance measurements to the automatk: capture detector for perfonning capture verifkation. 

5 A stimulation device as claimed in any preceding Claim, characterised in that the right ventrteular electrode and 
the left ventricular electrode are tip electrodes, the device further including a sensing electrode pair comprised of 
a right ventricular ring electrode and a left ventricular ring electrode. 

6. Astlmulatlon devtee as claimed in any preceding Claim, characterised in that the right ventricular lead is a bipolar 
lead that includes first and second right ventricular electrodes, in whteh the left ventricular lead is a bipolar lead 
that includes first and second left ventricular electrodes, and in whteh the automatic capture detertor venfiescap- 
ture in the right ventricle by delivering a stimulation pulse between the flrrt and second right ventricular electrodes 
and by sensing a resulting voltage differential between the first and second left ventricular electrodes. 

7 A stimulation devkse as claimed in any of Claims 1 to 5. characterised in that ttie right ventricular lead is a bipolar 
lead that includes first and second right ventricular electrodes, in whteh ttie left ventricular lead is a bipolar lead 
that includes first and second left ventricular electrodes, and In whteh ttie automatic capture detector verifiM«ap- 
ture In ttie left ventricle by delivering a stimulation pulse between the first and second left ventricular electrodes 
and by sensing a resulting voltage differential between the first and second right ventricular electrodes. 

8. A stimulation devtee as claimed In Claim 1 . characterised in that the automatte capture detector confimis loss of 
capture by detecting a sequence of time delay and an Intrinste response immedlateV following a stimulation pulse. 

9. A stimulation devtee as claimed in Claim 1 . characterised In that the automatic capture detectorxjonflnns syn- 
chronous capture of the left and right ventricles by detecting an evoked response immediately following a stimu- 
lation pulse. 

10. A cardiac simulation system for providing synchronous biventricular stimulation.comprising: means for generating 
stimulation pulses: means for selectively delivering ttie stimulation pulses to a left ventricle; means torsolectivtfy 
delivering «ie stimulation pulses to a right ventiicle; means for synchronously capturing ttie left and right ventncles 
by performing biventricular stimulation witti a cross-chamber configuration between the left ventiicular electrode 
and ttie right ventricular electrode: and means for verifying capture of the left ventricle and ttie right ventricles. 
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11. A stimulation device as claimed in Claim 10, characterised In that the means for verifying capture perfonms 
automatic capture verification of the biventricular stimulation with a cross-chamber sensing configuration. 

12. A stimulation device as claimed in Claim 10 or Claim 11, characterised in that the means for verifying capture 
5 confimis loss of capture by detecting a sequence of time delay and an intrinsic response immediately following a 

stimulation pulse. 

13. A stimulation device as claimed In any of Claims 10 to 12, characterised In that the means for verifying capture 
confimis synchronous capture of the left and right ventricles by detecting an evotced response immediately following 

10 a stimulation pulse. 
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